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21. An autoclavable composition of an aqueous injectable terminally steam sterilized 
suspension in a vial sealed under nitrogen atmosphere, s^/d suspension containing particles of a 



water insoluble or poorly soluble\biologically active substance with a volume weighted mean 

V 

particle size of up to 3 )Lim with not more than 3000 particles of 10 Jim or greater size and not 

more than 300 particles of 25 ^im or greater size, s^id particles surface stabilized with one or 

r^- } / - 

more phospholipid surface modifier, and a pharmaceutical^ acceptable amount safe for 



parenteral administration of a pharmaceutically ^cceptable, water soluble polyhdroxy pjfk ] 
thermoprotecting agent selected from the group consisting of on^ or a combinationSpf trehalose, 



lactose, dextrose, sorbitol, dextran, trehalose/and mannitol, wherein the pH of said suspension is 

between 5 to 9, the ratio of said active subs/ance to said surface modifier is 1:1 to 5:1, and the 

amount of said surface modifier is in the flange from 0.2% w/w to 5.0% w/w, wherein said 

composition is substantially completely nevoid of surfactants that require during terminal steam 

sterilization elevation of tfiefi^cloud pqint temperature by addition of a cloud point modifier, said 

composition i§ substantially devoid of surfactant additives which coagulate on steam 

sterilization, and saitTvoTume weigl/ted mean particle size is not increased more than two-fold 

<P 

during and after terminal steam sterilization. 




22. An autoclavable composition of an injectable non-flocculating aqueous terminally 



steam sterilized suspensio n under nitrogen in a sealed vial, said suspension containing particles 
of a water insoluble or poorly soluble drug Jsubstance with a volume weighted mean particle size 
of up to 3 |im with not more than 3000 particles of 10 |im or greater size and not more than 300 
particles of 2541m or greatei/size, said particles surface stabilized with one or more phospholipid 
surface modifier^ai^d a ph^hnaceutically acceptable amount safe for parenteral administration of 
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a pharmaceutically acceptable, water soluble polyhydro/y thermoprotecting agent^wherein the 
pH of said suspension is between 5 to 9, the ratio of s&id drug to said surface modifier is 1:1 to 
5:1, the amount of said surface modifier is in the range from 0.2% w/w to 5.0% w/w, and said 
volume weighted mean particle size is not increased more than two-fold during and after 
terminal steam sterilization' andjwherein said ^composition is( substantially opmplet^ly devoid of 
surfactants that require during terminal steam sterilization eleFatiolf of their cloud point 
temperature by addition of a cloud point n/odifier and substantially devoid of surfactant additives 
which coagulate on steam sterilization. 

23. The composition of dairy 21 or claim 22, wherein the suspension also includes an 
amount of non-surfactant additive/ such that the suspension attains an osmotic pressure safe for 
parenteral administration. 



V 




The composition of claim 2^ or claim wherein the suspension can be diluted with 
water for parenteral administration. 

25. The composition of claim 22, wja^rein the polyhydroxy compound is selected from 
the group consisting of one or a combination of trehalose, lactose, dextrose, sorbitol, dextran, 
trehalose and mannitol. 



26. The composition of 



21 or claim 22, wherein the phospholipid surface modifier 
ospholipids and synthetic phospholipids. 




is selected from the group consisting of natu 

*\ ^The ccposMon of Cairn ^wherein ,he natura. phospholipid is an egg phospnohpid 

or soy phospholipid. 

28. The composition of claim 22, whprdn the suspension also contains pharmaceutical 
excipients for ophthalmic, peroral, or transdermal administration of the water insoluble or poorly 
soluble active drug substance. 

^ 29. The composition of claim wherein the active substance is an antifungal agent. 

30. The composition of claim 29Twherein the antifungal agent is itraconazole. 
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^\ \i. The composition of claim wherein the active substance is an immunosuppressive 
agent. . 

The composition of claim 21, wherein ther active substance is a sterol. 

MSt jip / 

^* ^ e com P os iti° n °f claim wherein/the sterol is alfaxalone. 

lyophilized or spray dried powder prepared from the composition of claim 22. 

A composition according to clsfim 22, wherein the water-insoluble or poorly water- 
soluble drug substance is suitable for either immediate release or sustained release delivery of 
said drug substance by parenteral admmistration. 

The composition of claim^'wherein the parenteral administration is intramuscular, 
or subcutaneous administration. 
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